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CMS  Rulings 

Centers  for  Medicare  &  Medicaid  Services 
Department  of  Health  and  Human  Services 


Centers  for  Medicare  &  Medicaid  Services  (CMS)  Rulings  are  decisions  of  the 
Administrator  that  serve  as  precedent  final  opinions  and  orders  and 
statements  of  policy  and  interpretation.  They  provide  clarification  and 
interpretation  of  complex  or  ambiguous  provisions  of  the  law  or  regulations 
relating  to  Medicare,  Medicaid,  Utilization  and  Quality  Control  Peer  Review, 
private  health  insurance,  and  related  matters. 

CMS  Rulings  are  binding  on  all  CMS  components.  Medicare  contractors,  the 
Provider  Reimbursement  Review  Board,  the  Medicare  Geographic 
Classification  Review  Board,  and  Administrative  Law  Judges  (ALJs)  of  the 
Social  Security  Administration  (SSA)  who  hear  Medicare  appeals.  These 
Rulings  promote  consistency  in  interpretation  of  policy  and  adjudication  of 
disputes. 


CMS  Ruling  05-01^ 

(54  kb)  dated  May  2005 

This  Ruling  sets  forth  CMS  policy  concerning  the  requirements  for  determining 
payment  for  insertion  of  presbyopia-correcting  intraocular  lenses  following 
cataract  surgery  under  the  following  sections  of  the  Social  Security  Act  (the 
Act): 

•  Section  1832(a)(2)(F)  for  services  furnished  in  connection  with  surgical 
procedures  performed  in  an  Ambulatory  Surgical  Center  (ASC). 

•  Section  1833(t)(l)(B)(iii)  for  implantable  items  described  in  paragraphs 
(3),  (6),  or  (8)  of  section  1861(s)  that  are  covered  hospital  outpatient 
department  services. 

•  Section  1861(s)(l)  for  physicians'  services. 

•  Section  1861(s)(2)(A)  for  services  and  supplies  furnished  incident  to  a 
physician's  professional  service,  of  kinds  which  are  commonly  furnished 
in  physicians'  offices  and  are  commonly  either  furnished  without  charge 
or  included  in  the  physicians'  bills. 

•  Section  1861(s)(2)(B)  for  hospital  services  incident  to  physicians' 
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services  furnished  to  outpatients. 

•  Section  1861(s)(8)  for  one  pair  of  conventional  eyeglasses  or  contact 
lenses  furnished  subsequent  to  each  cataract  surgery  with  insertion  of 
an  intraocular  lens. 

•  Section  1862(a)(7)  where  notwithstanding  any  other  provision  of  this 
title,  no  payment  nnay  be  made  under  Medicare  Part  A  or  Part  B  for  any 
expenses  incurred  for  items  or  services  where  such  expenses  are  for  ... 
eyeglasses  (other  than  eyewear  described  in  section  1861(s)(8))  or  eye 
examinations  for  the  purpose  of  prescribing,  fitting,  or  changing 
eyeglasses,  procedures  performed  (during  the  course  of  any  eye 
examination)  to  determine  the  refractive  state  of  the  eyes. 

CMS  Ruling  02-01© 

(131  kb)  dated  October  2002 

This  CMS  Ruling  sets  forth  our  policy  regarding  implementation  of  the  new 
appeals  provisions  in  section  1869  of  the  Social  Security  Act,  as  amended  by 
section  521  of  the  Medicare,  Medicaid  and  SCHIP  Benefits  Improvement  and 
Protection  Act  of  2000  (BIPA),  Public  Law  106-554.  The  Ruling  identifies 
changes  that  take  effect  on  October  1,  2002  and  provides  notice  of  the 
administrative  procedures  that  CMS  contractors,  administrative  law  judges, 
and  the  Departmental  Appeals  Board  are  to  follow  in  processing  Medicare 
claims  appeals. 

Ruling  01-01© 

(34  kb)  dated  September  2001 

This  Ruling  states  the  CMS  policy  regarding  the  appropriate  actions  upon 
receipt  of  a  complaint  seeking  review  of  a  national  or  local  coverage 
determination  under  section  522  of  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act  of  2000  (BIPA),  Public  Law  106-554. 

HCFA  Ruling  98-1© 

(93  kb)  dated  December  1998 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
regarding  the  appropriate  administrative  appeals  process  the  Medicare  carrier 
must  pf-ovide  to  physicians,  non-physician  practitioners,  and  to  certain  entities 
that  receive  reassigned  benefits  from  physicians  and  non-physician 
practitioners.  This  appeals  process  will  be  available  to  a  physician  or  entity 
that  (i)  has  received  reassigned  benefits;  (ii)  has  been  denied  enrollment  in 
the  Medicare  program  or  had  Medicare  billing  privileges  revoked;  and  (iii)  is 
not  eligible  to  use  the  appeals  procedures  in  42  CFR  part  498. 

HCFA  Ruling  97-2© 

(46  kb)  dated  February  1997 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
concerning  the  determination  to  change  its  interpretation  of  section  1886(d) 
(5)(F)(vi)(II)  of  the  Social  Security  Act  (the  Act)  and  42  CFR  412.106(B)(4)  to 
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follow  the  holdings  of  the  United  States  Courts  of  Appeals  for  the  Fourth, 
Sixth,  Eighth,  and  Ninth  Circuits.  Under  the  new  interpretation,  the  Medicare 
disproportionate  share  adjustment  under  the  hospital  inpatient  prospective 
payment  system  will  be  calculated  to  include  all  inpatient  hospital  days  of 
service  for  patients  who  were  eligible  on  that  day  for  medical  assistance  under 
a  State  Medicaid  plan  in  the  Medicaid  fraction,  whether  or  not  the  hospital 
received  payment  for  those  inpatient  hospital  services. 

HCFA  Ruling  97-l@ 

(68  kb)  dated  February  1997 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
concerning  the  requirements  for  determining  if  Medicare  payment  will  be 
made  under  the  limitation  on  liability  provision,  section  1879  of  the  Social 
Security  Act,  to  a  provider,  practitioner,  or  other  supplier  for  partial 
hospitalization  services  for  which  Medicare  payment  is  denied. 

HCFA  Ruling  96-3@ 

(72  kb)  dated  December  1996 

This  Ruling  states  the  existing  policy  of  the  Health  Care  Financing 
Administration  concerning  the  requirements  for  determining  if  Medicare 
payment  will  be  made  under  the  limitation  on  liability  provision,  section  1879 
of  the  Social  Security  Act,  to  a  provider,  practitioner,  or  other  supplier  for 
parenteral  and  enteral  nutrition  therapy,  including  intradialytic  parenteral 
nutrition  therapy,  services  and  items  for  which  Medicare  payment  is  denied. 
This  Ruling  supplements  HCFAR  95-1  with  respect  to  section  1879(g)  of  the 
Act. 

HCFA  Ruling  96-2@ 
(52  kb)  dated  November  1996 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
concerning  the  requirements  for  determining  if  Medicare  payment  will  be 
made  under  the  limitation  on  liability  provision,  section  1879  of  the  Social 
Security  Act,  to  a  supplier,  practitioner,  or  other  supplier  for  pap  smears  and 
mammography  services  for  which  Medicare  payment  is  denied. 

HCFA  Ruling  96-l@ 
(64  kb)  dated  September  1996 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
regarding  the  distinction  between  the  statutory  benefits  of  "orthotics"  and 
"durable  medical  equipment"  under  Medicare  Part  B.  The  distinction  may  have 
an  effect  on  the  Medicare  approved  amount  of  payment  and  is  necessary  in 
those  instances  where  items  are  furnished  in  skilled  nursing  facilities  that 
meet  the  definition  in  section  1819(a)(1)  of  the  Social  Security  Act  (the  Act) 
or  hospitals  due  to  the  express  exclusion  from  Part  B  coverage  of  durable 
medical  equipment  when  used  in  a  hospital  or  skilled  nursing  facility. 

The  Ruling  clarifies  that  the  "orthotics"  benefit  in  section  1861(s)(9)  of  the 


http://www.cms.hhs.gov/rulings/  1 0/20/2005 


CMS  Rulings 


Page  4  of 4 


Act,  insofar  as  braces  are  concerned,  is  limited  to  leg,  arm,  bacl<,  and  neck 
braces  that  are  used  independently  rather  than  in  conjunction  with,  or  as 
components  of,  other  medical  or  non-medical  equipment.  It  also  clarifies  that 
accessories  used  in  conjunction  with,  and  necessary  for  the  full  functioning  of, 
durable  medical  equipment  fall  under  the  durable  medical  equipment  benefits 
category.  Finally,  the  Ruling  provides  several  examples  that  illustrate  the 
application  and  scope  of  these  two  terms. 

HCFA  Ruling  95-1© 

(162  kb)  dated  December  1995 

This  Ruling  states  the  policy  of  the  Health  Care  Financing  Administration 
concerning  the  requirements  for  determining  if  Medicare  payment  will  be 
made  under  the  limitation  on  liability  provisions,  section  1879  of  the  Social 
Security  Act,  to  a  provider,  practitioner,  or  other  supplier  for  certain  services 
and  items  for  which  Medicare  payment  is  denied. 
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Centers  for  Medicare  & 
Medicaid  Services 


Ruling  No.  05-01  Date:   May  3,  2005 

CMS  Rulings  are  decisions  of  the  Administrator  that  serve  as  precedent  final  opinions 
and  orders  and  statements  of  policy  and  interpretation.  They  provide  clarification  and 
interpretation  of  complex  or  ambiguous  provisions  of  the  law  or  regulations  relating  to 
Medicare,  Medicaid,  utilization  and  peer  revievv'  by  Quality  Improvement  Organizations, 
private  health  insurance,  and  related  matters. 

CMS  Rulings  are  binding  on  all  CMS  components.  Medicare  contractors,  the  Provider 
Reimbursement  Review  Board,  the  Medicare  Geographic  Classification  Review  Board, 
and  Administrative  Law  Judges  who  hear  Medicare  appeals.  These  Rulings  promote 
consistency  in  interpretation  of  policy  and  adjudication  of  disputes. 

This  Ruling  sets  forth  CMS  policy  concerning  the  requirements  for  determining  payment 
for  insertion  of  presbyopia-correcting  intraocular  lenses  following  cataract  surgery  under 
the  following  sections  of  the  Social  Security  Act  (the  Act): 

•  Section  1832(a)(2)(F)  for  services  furnished  in  connection  with  surgical 
procedures  performed  in  an  Ambulatory  Surgical  Center  (ASC). 

•  Section  1833(t)(l)(B)(iii)  for  implantable  items  described  in  paragraphs  (3),  (6), 
or  (8)  of  section  1861(s)  that  are  covered  hospital  outpatient  department  services. 

•  Section  1861(s)(l)  for  physicians'  services. 

•  Section  1861(s)(2)(A)  for  services  and  supplies  furnished  incident  to  a 
physician's  professional  service,  of  kinds  which  are  commonly  furnished  in  physicians' 
offices  and  are  commonly  either  furnished  without  charge  or  included  in  the  physicians' 
bills. 

•  Section  1861(s)(2)(B)  for  hospital  services  incident  to  physicians'  services 
furnished  to  outpatients. 

•  Section  1 86 1  (s)(8)  for  one  pair  of  conventional  eyeglasses  or  contact  lenses 
furnished  subsequent  to  each  cataract  surgery  with  insertion  of  an  intraocular  lens. 

•  Section  1 862(a)(7)  where  notwithstanding  any  other  provision  of  this  title,  no 
payment  may  be  made  under  Medicare  Part  A  or  Part  B  for  any  expenses  incurred  for 
items  or  services  where  such  expenses  are  for  . .  .eyeglasses  (other  than  eyewear 
described  in  section  1861(s)(8))  or  eye  examinations  for  the  purpose  of  prescribing, 
fitting,  or  changing  eyeglasses,  procedures  performed  (during  the  course  of  any  eye 
examination)  to  determine  the  refractive  state  of  the  eyes. 


(( 


MEDICARE  PROGRAM 

Supplemental  Medical  Insurance  (Part  B) 

TITLE:  Requirements  for  Determining  Coverage  of  Presbyopia-Correcting  Intraocular 
Lenses  that  Provide  Two  Distinct  Services  for  the  Patient:  (1)  Restoration  of  Distance 
Vision  Following  Cataract  Surgery,  and  (2)  Refractive  Correction  of  Near  and 
Intermediate  Vision  with  Less  Dependency  on  Eyeglasses  or  Contact  Lenses 

PURPOSE:     This  Ruling  sets  forth  the  policy  of  the  CMS  concerning  the  requirements 
for  determining  payment  made  for  insertion  of  presbyopia-correcting  intraocular  lenses 
following  cataract  surgery  under  the  following  sections  of  the  Act: 

•  Section  1 832(a)(2)(F)  for  services  furnished  in  connection  with  surgical 
procedures  performed  in  an  Ambulatory  Surgical  Center  (ASC). 

•  Section  1833(t)(l)(B)(iii)  for  implantable  items  described  in  paragraphs  (3),  (6), 
or  (8)  of  section  1861(s)  that  are  covered  hospital  outpatient  department  services. 

•  Section  1861(s)(l)  for  physicians'  services. 

•  Section  1 86 1  (s)(2)(A)  for  services  and  supplies  furnished  incident  to  a 
physician's  professional  service,  of  kinds  which  are  commonly  furnished  in  physicians' 
offices  and  are  commonly  either  furnished  without  charge  or  included  in  the  physicians' 
bills. 

•  Section  1861(s)(2)(B)  for  hospital  services  incident  to  physicians'  services 
furnished  to  outpatients. 

•  Section  1 861(s)(8)  for  one  pair  of  conventional  eyeglasses  or  contact  lenses 
furnished  subsequent  to  each  cataract  surgery  with  insertion  of  an  intraocular  lens. 

•  Section  1 862(a)(7)  where  notwithstanding  any  other  provision  of  this  title,  no 
payment  may  be  made  under  Medicare  Part  A  or  Part  B  for  any  expenses  incurred  for 
items  or  services  where  such  expenses  are  for  . .  .eyeglasses  (other  than  eyewear  described 
in  section  1861(s)(8))  or  eye  examinations  for  the  purpose  of  prescribing,  fitting,  or 
changing  eyeglasses,  procedures  performed  (during  the  course  of  any  eye  examination)  to 
determine  the  refractive  state  of  the  eyes. 

CITATIONS:  Sections  1832,  1833,  1861,  1862  of  the  Act;  (42  U.S.C.  1395k,  13951, 
1395X,  1395y);  (42  CFR  41 1.15,  489.32). 

BACKGROUND 

In  general,  items  or  services  covered  by  Medicare  must  satisfy  three  basic  requirements: 
(1)  they  must  fall  within  a  statutorily-defined  benefit  category;  (2)  they  must  be 
reasonable  and  necessary  for  the  diagnosis  or  treatment  of  illness  or  injury  or  to  improve 
the  functioning  of  a  malformed  body  part;  and  (3)  the  item  or  service  must  not  be 
excluded  from  coverage. 
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A  conventional  intraocular  lens  (lOL)  is  covered  when  implanted  following  cataract 
surgery.  A  cataract  is  an  opacity  or  cloudiness  in  the  crystalline  lens  of  the  eye,  blocking 
the  passage  of  light  through  the  lens,  sometimes  resulting  in  blurred  or  impaired  vision. 
A  conventional  lOL  is  a  small,  lightweight,  clear  disk  that  replaces  the  distance  focusing 
power  of  the  eye's  natural  crystalline  lens. 

Medicare  specifically  excludes  certain  items  and  services  fi-om  coverage,  including 
eyeglasses  and  contact  lenses.  The  Congress,  however,  has  provided  an  exception  for 
one  pair  of  eyeglasses  or  contact  lenses  covered  as  a  prosthetic  device  furnished  after 
each  cataract  surgery  with  insertion  of  an  lOL. 

PRESBYOPIA-CORRECTING  lOLS 

Presbyopia,  a  type  of  refractive  error,  is  an  age-associated  progressive  loss  of  the 
focusing  power  of  the  lens  of  the  eye  resulting  in  difficulty  seeing  objects  at  near 
distance,  or  close-up.  Presbyopia  occurs  as  the  natural  lens  of  the  eye  becomes  thicker 
and  less  flexible  with  age.  As  noted  above,  except  following  cataract  surgery  with 
insertion  of  an  lOL,  Medicare  does  not  cover  eyeglasses  or  contact  lenses.  Additionally, 
Medicare  also  does  not  cover  the  accommodative  change  in  eyeglass  or  contact  lens 
power  that  is  required  to  compensate  for  the  gradual  loss  of  near  vision  as  presbyopia 
progresses. 

A  presbyopia-correcting  lOL  is  indicated  for  primary  implantation  in  the  capsular  bag  of 
the  eye  for  the  visual  correction  of  aphakia  (absence  of  the  lens  of  the  eye)  in  patients, 
and  is  also  intended  to  provide  near,  intermediate,  and  distance  vision  without,  in  many 
patients,  the  need  for  eyeglasses  or  contact  lenses.  A  single  presbyopia-correcting  lOL 
essentially  provides  what  is  otherwise  achieved  by  two  separate  items:  an  implantable 
conventional  lOL  (one  that  is  not  presbyopia-correcting),  and  eyeglasses  or  contact 
lenses. 

CONCLUSION 

The  statute  specifically  states  that  one  pair  of  conventional  eyeglasses  or  contact  lenses 
fiimished  subsequent  to  each  cataract  surgery  with  insertion  of  an  lOL  is  covered.  A 
single  presbyopia-correcting  lOL  essentially  provides  what  is  otherwise  achieved  by  two 
separate  items:  an  implantable  conventional  lOL  (one  that  is  not  presbyopia-correcting), 
and  eyeglasses  or  contact  lenses.  Although  presbyobia-correcting  lOLs  may  serve  the 
same  function  as  eyeglasses  or  contact  lenses  furnished  following  cataract  surgery,  lOLs 
are  neither  eyeglasses  nor  contact  lenses.  Therefore,  the  presbyopia-correcting 
functionality  of  an  lOL  does  not  fall  into  the  benefit  category  and  is  not  covered.  Any 
additional  provider  or  physician  services  required  to  insert  or  monitor  a  patient  receiving 
a  presbyopia  correcting  lOL  are  also  not  covered.  For  example,  eye  examinations 
performed  to  determine  the  refractive  state  of  the  eyes  following  insertion  of  a 
presbyopia-correcting  lOL  are  non-covered. 


Facility  Charge 

The  payment  for  insertion  of  a  conventional  lOL  furnished  in  a  hospital  outpatient 
department  or  in  a  Medicare-approved  ambulatory  surgical  center  is  packaged  or  bundled 
into  the  payment  for  the  surgical  procedure  performed  to  remove  a  cataractous  lens.  A 
beneficiary  may  request  insertion  of  a  presbyopia-correcting  lOL  in  place  of  a 
conventional  lOL  following  cataract  surgery.  In  this  case,  the  facility  charge  for 
insertion  of  the  presbyopia-correcting  lOL  is  considered  partially  covered.  The 
beneficiary  is  responsible  for  payment  of  that  portion  of  the  facility  charge  that  exceeds 
the  facility  charge  for  insertion  of  a  conventional  lOL  following  cataract  surgery.  In 
addition,  the  beneficiary  is  responsible  for  the  payment  of  facility  charges  for  resources 
required  for  fitting  and  vision  acuity  testing  of  a  presbyopia-correcting  lOL  that  exceeds 
the  facility  charges  for  resources  furnished  for  a  conventional  lOL  following  cataract 
surgery. 

Physician  Services  Charge 

The  payment  for  a  conventional  lOL  furnished  in  a  physician's  office  is  not  bundled  with 
the  procedure  to  insert  the  lOL  following  cataract  surgery.  The  payment  amounts  for  the 
lOL  device  and  insertion  procedure  are  two  separate  charges.  A  beneficiary  may  request 
insertion  of  a  pxesbyopia-correcting  lOL  in  place  of  a  conventional  lOL  following 
cataract  surgery.  In  this  case,  the  presbyopia-correcting  lOL  device  is  considered 
partially  covered.  The  beneficiary  is  responsible  for  payment  of  that  portion  of  the 
physician's  charge  for  the  presbyopia-correcting  lOL  that  exceeds  the  physician's  charge 
for  a  conventional  lOL  following  cataract  surgery. 

Regardless  of  site-of-service  for  insertion  of  a  presbyopia-correcting  lOL,  the  beneficiary 
is  responsible  for  payment  of  physician  services  attributable  to  the  non-covered 
functionality  of  a  presbyopia-correcting  lOL  inserted  following  cataract  surgery.  In 
determining  the  physician  service  charge,  the  physician  may  take  into  account  the 
additional  physician  work  and  resources  required  for  insertion,  fitting,  and  vision  acuity 
testing  of  the  presbyopia-correcting  lOL  compared  to  insertion  of  a  conventional  lOL. 
The  beneficiary  is  responsible  for  payment  of  the  charges  for  physician  services  that 
exceeds  the  physician  charge  for  insertion  of  a  conventional  lOL  following  cataract 
surgery. 

EFFECTIVE  DATE 

This  Ruling  is  effective  May  3,  2005. 
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Dated: 


Mark  B.  McClellan, 

Administrator, 

Centers  for  Medicare  &  Medicaid 

Services. 
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CMS  Rulings 

Department  of  Health  and  Hixman  Services 

Centers  for  Medicare  &  Medicaid  Services 

Ruling  No.   02-1  Date;  10/0 1/2  0 0;2 

Centers  for  Medicare  &  Medicaid  Services  (CMS)  Rulings  are 
decisions  of  the  Administrator  that  serve  as  precedent  final 
opinions  and  orders  and  statements  of  policy  and  interpretation. 
They  provide  clarification  and  interpretation  of  complex  or 
ambiguous  provisions  of  the  law  or  regulations  relating  to 
Medicare,  Medicaid,  Utilization  and  peer  review  by  quality 
improvement  organizations  (QIOs) ,  private  health  insurance,  and 
related  matters . 

CMS  Rulings  are  binding  on  all  CMS  components.  Medicare 
contractors,  the  Provider  Reimbursement  Review  Board,  the 
Medicare  Geographic  Classification  Review  Board,  and 
Administrative  Law  Judges  (ALJs)  of  the  Social  Security 
Administration  (SSA)  who  hear  Medicare  appeals.  These  Rulings 
promote  consistency  in  interpretation  of  policy  and  adjudication 
of  disputes. 

This  Ruling  sets  forth  CMS  policy  regarding  implementation  of  the 
new  appeals  provisions  of  section  1869  of  the  Social  Security 
Act,  as  amended  by  section  521  of  the  Medicare,  Medicaid  and 
SCHIP  Benefits  Improvement  and  Protection  Act  of  2000  (BIPA) , 
Public  Law  106-554. 
MEDICARE  PROGRAM 
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Changes  in  Medicare  appeals  procedures  under  section  521  of  BIPA. 
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SUMMARY:   Section  521  of  BIPA,  effective  for  initial 
determinations  made  on  or  after  October  1,  2002,  amends  section 
1869  of  the  Social  Security  Act  (the  Act)  to  revise  the  Medicare 
claim  appeals  process.   The  statute  includes  a  series  of 
structural  and  procedural  changes  to  the  existing  appeals 
process,  including  revised  time  limits  for  filing  appeals, 
reduced  decision-making  time  frames  throughout  all  levels  of  the 
Medicare  administrative  appeals  system,  and  the  establishment  of 
new  entities  known  as  qualified  independent  contractors  (QICs)  to 
conduct  reconsiderations  of  contractors'  initial  determinations 
or  redeterminations.   However,  absent  new  funding  sources,  CMS  is 
unable  to  implement  many  of  these  far-reaching  changes.   The 
primary  purpose  of  this  Ruling  is  to  explain  CMS'  progress  to 
date  in  implementing  section  521  of  BIPA  and  identify  those 
provisions  that  will  be  implemented  effective  October  1,  2002. 
Additionally,  the  Ruling  will  clarify  our  policies  with  respect 
to  the  provisions  that  cannot  be  implemented  by  October  1,  2  002, 
and  establish  the  interim  administrative  procedures  that  CMS 
contractors,  ALJs  and  the  Departmental  Appeals  Board  (DAB)  will 
follow  in  processing  Medicare  claim  appeals  until  we  are  able  to 
fully  implement  section  521  of  BIPA. 

CITATIONS:   Sections  1154,1869  and  1879  of  the  Social  Security 
Act  and  section  521  of  the  Medicare,  Medicaid  and  SCHIP  Benefits 
Improvement  and  Protection  Act  of  2000,  Public  Law  106-554. 


i 


CMS-4050-NR  3 

I .    BACKGROUND 

Section  1869  of  the  Act  establishes  a  Medicare  beneficiary's 
right  to  dispute  initial  determinations  made  by  contractors  that 
result  in  the  denial  of  claims,  in  whole  or  in  part,  for  services 
received  under  the  Medicare  Part  A  and  Part  B  Programs.   Section 
1879(d)  extends  these  appeal  rights,  under  certain  circumstances, 
to  providers  and  suppliers  who  accept  assignment. 

For  initial  determinations  made  before  October  1,  2002,  an 
appeal  of  an  initial  claim  decision  generally  follows  one  of  two 
distinct  processes,  depending  on  whether  it  is  a  Part  A  or  a  Part 
B  claim.   For  Part  A  claims,  "reconsiderations"  under  section 
1816(f) (2) (A)  of  the  Act  are  carried  out  by  Medicare  contractors, 
known  as  fiscal  intermediaries  (FIs) ,  who  issue  the  initial 
determination.   If  an  initial  determination  is  upheld  at  the 
reconsideration  level,  the  appellant  may  request  a  hearing  before 
an  ALJ,  if  the  amount  in  controversy  is  $100  or  more.   If  the  ALJ 
upholds  the  FI's  reconsideration  decision,  the  appellant  may 
request  a  review  by  the  DAB.   An  appellant's  next  level  of  appeal 
is  to  a  Federal  District  Court.   For  Part  B  claims,  reviews  under 
section  1842  (b)  (2)  (B)  (i)  of  the  Act  are  carried  out  by  Medicare 
contractors  known  as  carriers.   If  the  amount  in  controversy  is 
at  least  $100,  carrier  reviews  are  subject  to  "fair  hearings" 
under  section  1841(b) (2) (B) (ii)  of  the  Social  Security  Act,  which 
are  carried  out  by  the  same  Medicare  contractor  that  conducted 


r 


f 


CMS-4050-NR  4 

the  review.   Subsequently,  these  appeals  may  proceed  to  the  ALJ 
hearing  level,  provided  that  the  amount  in  controversy  is  $500, 
after  which  the  appeals  process  for  Part  B  claims  mirrors  the 
Part  A  appeals  process.   In  addition.  Quality  Improvement 
Organizations  (QlOs-formerly  Peer  Review  Organizations)  make 
initial  determinations  and  reconsiderations  with  respect  to 
certain  hospital  discharges  under  sections  1154  and  1155  of  the 
Act.   These  decisions  are  also  subject  to  ALJ  hearings,  if  the 
amount  in  controversy  is  at  least  $200. 

Section  521  of  BIPA  amends  section  1869  of  the  Act  to  revise 
the  Medicare  administrative  appeals  process.   Section  521' s 
structural  and  procedural  changes  include: 

•  Establishing  a  uniform  process  for  handling  Medicare  Part  A 
and  B  appeals,  including  the  introduction  of  a  new  level  of 
contractor  appeal. 

•  Revising  the  time  frames  for  filing  a  request  for  a  Part  A 
and  Part  B  appeal. 

•  Imposing  a  30-day  timeframe  for  certain  "redeterminations" 
made  by  the  contractors  who  made  the  initial  determination. 

•  Requiring  the  establishment  of  a  new  appeals  entity,  the 
qualified  independent  contractor  (QIC) ,  to  conduct 
"reconsiderations"  of  contractors'  initial  determinations  or 
redeterminations,  and  allowing  appellants  to  escalate  the 
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case  to  an  ALJ  hearing,  if  reconsiderations  are  not 
completed  within  30  days. 

•  Establishing  a  uniform  amount  in  controversy  threshold  of 
$100  for  appeals  at  the  ALJ  level. 

•  Imposing  90-day  time  limits  for  conducting  ALJ  and  DAB 
appeals  of  lower-level  decisions  and  allowing  appellants  to 
escalate  a  case  to  the  next  level  of  appeal  if  ALJs  or  the 
DAB  do  not  meet  their  deadlines. 

•  Imposing  "de  novo"  review  when  the  DAB  reviews  an  ALJ 
decision  made  after  a  hearing. 

Revised  section  1869  also  requires  that  the  Secretary 
establish  a  process  by  which  an  individual  may  obtain  an 
expedited  determination  if  he/she  receives  a  notice  from  a 
provider  of  services  that  the  provider  plans  to  terminate 
services  or  discharge  the  individual  from  the  provider. 
Currently,  this  right  to  an  expedited  review  only  exists  with 
respect  to  hospital  discharges  (under  sections  1154  and  1155  of 
the  Act) . 

As  discussed  in  detail  below,  CMS  is  unable  to  immediately 
implement  some  of  these  provisions  for  initial  determinations 
made  on  or  after  October  1,  2002.   The  primary  purpose  of  this 
Ruling  is  to  discuss  the  progress  we  have  made  to  date  in 
implementing  the  various  section  521  provisions,  describe  the 
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criteria  used  to  evaluate  our  ability  to  implement  the  provisions 
at  this  time,  and  explain  which  requirements  will  be  implemented 
effective  October  1,  2002.   Additionally,  it  clarifies  our 
policies  with  respect  to  the  provisions  that  cannot  be 
implemented  by  October  1,  2002,  and  provides  notice  of  the 
administrative  procedures  that  CMS  contractors,  ALJs  and  the 
Medicare  Appeals  Council  (MAC)  at  the  DAB  will  follow  in 
processing  Medicare  claims  appeals  until  we  are  able  to  fully 
implement  the  procedures  set  forth  in  section  521  of  BIPA. 
II.   IMPLEMENTATION  OF  THE  NEW  APPEALS  REQUIREMENTS 

CMS  is  fully  committed  to  improving  the  administrative 
appeals  process  by  implementing  section  521  of  BIPA  and  we  have 
made  significant  progress  toward  full  implementation  of  BIPA 
section  521.   Consistent  with  the  statute,  we  recently  issued  a 
Program  Memorandum  to  our  carriers  and  intermediaries  instructing 
them  to  implement  the  revised  filing  deadlines  for  requesting  an 
appeal  of  a  reconsideration  or  review  and  the  lower  amount  in 
controversy  requirement  for  Part  B  ALJ  hearings.   We  have 
completed  development  of  the  Requests  for  Proposals  needed  to 
solicit  bids  for  the  QIC  contracts,  including  full  statements  of 
work  (SOWs)  for  these  contracts.   We  are  releasing  the  draft  SOWs 
for  industry  comment  simultaneously  with  issuing  this  CMS  ruling. 
We  are  also  completing  development  of  the  notice  of  proposed 
rulemaking  (NPRM)  needed  to  establish  implementing  regulations 
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for  the  provisions  contained  in  section  521  of  BIPA,  and  we 
expect  to  release  the  NPRM  this  fall  for  public  display  and 
comment.   Additionally,  CMS  is  near  completion  of  the  first  phase 
of  a  contract  to  develop  a  central  appeals  case  tracking  system, 
and  is  working  on  revising  the  various  appeals  forms.   Finally, 
we  have  taken  steps  within  the  agency  to  ensure  that  our  denial 
messages  from  the  initial  determination  phase  through  to 
reconsideration,  review  and  fair  hearing  levels  are  more 
informative  to  potential  appellants. 

Despite  these  efforts,  however  we  believe  it  is  in  the 
public  interest  to  implement  only  some  of  section  521' s 
provisions  beginning  October  1,  2002.  The  primary  reason  is  that 
the  new  appeals  provisions  require  additional  policy  development 
that  can  be  best  accomplished  through  notice  and  comment 
rulemaking.   Only  with  the  issuance  of  final  regulations  can  we 
achieve  the  uniformity  and  consistency  needed  for  proper 
implementation  of  the  BIPA  521  provisions.  (See,  for  example,  the 
Inspector  General's  January  2002  report:  "Medicare  Administrative 
Appeals-The  Potential  Impact  of  BIPA",  OEI-04-01-00290,  in  which 
CMS'  auditors,  the  OIG,  concur  that  immediate  implementation  of 
section  521  presents  significant  challenges  due  to  large-scale 
structural  changes  and  the  lack  of  guidance  or  resources  to 
ensure  a  smooth  transition  to  the  new  system.)   Among  the  key 
issues  that  have  been  identified  by  CMS  and  other  observers  as 
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requiring  additional  policy  guidance  prior  to  implementation  are: 

•  How  CMS  can  balance  its  responsibilities  to  reduce  Medicare 
fraud  and  abuse  with  the  need  to  comply  with  the  shorter 
BIPA  time  frames  and  escalation  provisions. 

•  The  proper  amount-in-controversy  threshold  for  QIC 
reconsiderations . 

•  The  rules  that  should  apply  during  the  transition  period  to 
the  new  appeals  system  and  whether  it  is  possible  or  prudent 
to  operate  dual  appeals  systems  depending  on  the  date  of  an 
initial  claim  determination. 

•  Whether  the  existing  availability  of  phone  and  in-person 
"fair  hearings"  can  be  accommodated  under  the  new  QIC 
reconsideration  process. 

•  Whether  and  how  CMS  should  be  represented  at  the  upper 
levels  of  the  appeal  process. 

•  How  will  case  docketing,  record  keeping,  case  file 
management  and  transmission,  and  case  effectuation 
responsibilities  be  divided  between  the  existing  contractors 
and  the  QICs . 

•  Who  will  conduct  expedited  determinations,  how  will  the 
process  work,  and  what  if  any  financial  protections  will  be 
involved. 

Each  year,  more  than  5  million  Medicare  claim  appeals  are 
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filed  with  54  CMS  contractors--the  FIs  and  carriers--and  upper 
level  appeals  may  be  heard  by  any  one  of  an  estimated  1,000  SSA 
ALJs  or  by  the  MAC.   The  introduction  of  QICs  into  this  process 
adds  a  new  level  of  complexity,  as  the  questions  above 
demonstrate.   As  we  transition  to  the  new  appeals  process 
envisioned  by  BIPA,  it  is  crucial  that  implementation  be  carried 
out  uniformly  and  that  our  implementation  plans  be  clear  to  the 
key  stakeholders  who  will  be  affected  by  these  changes  in  the 
claim  appeals  process,  including  not  only  the  entities  that 
adjudicate  appeals,  but  also  Medicare  beneficiaries,  providers, 
and  suppliers.   Attempting  to  resolve  these  types  of  issues  and 
develop  final  regulations  without  public  comment  will  clearly 
produce  piecemeal  public  policy  development.  More  importantly,  it 
is  unlikely  to  achieve  the  more  efficient,  more  accurate  appeals 
system  that  is  the  goal  of  the  BIPA  521  provisions. 

Thus,  in  view  of  the  complex  nature  of  the  changes  required 
by  BIPA,  we  believe  that  it  is  essential  to  the  public  interest 
to  carry  out  notice  and  comment  rulemaking  before  implementing 
the  new  appeals  provisions.   This  rulemaking  effort  is  greatly 
complicated  by  the  continuing  uncertainty  over  resource 
availability  and  the  possibility  of  further  changes  to  the 
statutory  appeals  provisions.   Moreover,  we  need  to  ensure  that 
allocating  scarce  CMS  resources  to  carry  out  this  statutory 
mandate  will  not  risk  disruptions  to  other  fundamental  functions 
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of  the  Medicare  program,  such  as  processing  and  payment  of 
Medicare  claims.   Rather  than  risk  disruptions  to  these  core 
functions  of  the  Medicare  program,  we  believe  that  the  more 
appropriate  course  is  to  continue  to  conduct  appeals  under  the 
current  system  while  simultaneously  working  toward  effective  BIPA 
implementation . 
III.   WHAT  PROVISIONS  WILL  BE  IMPLEMENTED  ON  OCTOBER  1,  2002? 

While  we  cannot  ignore  the  risks  of  proceeding  directly  to 
final  regulations  without  public  comment,  CMS  recognizes  the 
urgent  need  for  improvements  to  the  Medicare  claim  appeals 
system.   Additionally,  we  understand  the  benefits  that  the  new 
appeals  provisions  afford  to  beneficiaries,  providers,  physicians 
and  other  suppliers  of  service.   Therefore,  we  sought  to 
determine  the  feasibility  of  implementing  individual  sections  of 
521  by  evaluating  each  of  the  key  BIPA  provisions  in  terms  of  the 
following  criteria: 

•  Do  the  new  provisions  fundamentally  affect  an  individual's 
right  to  appeal  a  denied  claim,  or  do  they  primarily  involve 
the  applicable  appeals  procedures? 

•  Are  the  provisions  clear  and  self-explanatory? 

•  Can  the  provisions  be  implemented  by  October  1,  2002,  using 
existing  CMS  resources? 
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•  Can  the  provisions  be  implemented  appropriately  under  the 
existing  appeals  structure,  that  is,  without  the 
introduction  of  QICs  into  the  administrative  appeals 
process? 

•  In  the  short-term,  will  implementing  a  given  provision  on  a 
stand-alone  basis  support,  rather  than  undermine.  Congress' 
statutory  intent  (and  the  Administration's  shared  goal)  of 
producing  more  timely  and  accurate  final  decisions  on 
Medicare  claim  appeals? 

Our  examination  revealed  three  instances  where  all  of  these  key 
questions  could  be  answered  affirmatively.  Therefore,  CMS  will 
implement  the  following  provisions  on  October  1,  2002: 

We  intend  to  implement  the  new  120-day  deadline  for  filing 
requests  for  redeterminations,  established  under  section 
1869(a) (3) (C) (i) .   This  change  increases  the  existing  60-day 
deadline  for  requesting  reconsiderations  of  Part  A  claims  and 
decreases  the  180-day  deadline  for  requesting  Part  B  reviews. 
This  provision  fundamentally  affects  an  individual's  right  to 
appeal  a  denied  claim,  and  its  implementation  is  financially 
feasible.   Therefore,  CMS  will  implement  these  new  filing 
deadlines  for  all  initial  determinations  made  on  or  after  October 
1,  2002  (Note:   These  deadlines  do  not  apply  to  QIO 
determinations . ) 
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We  recognize  that  this  change  would  establish  a  shorter 
deadline  for  Part  B  appeals,  which  could  at  least  temporarily 
prove  more  difficult  to  meet  for  parties  wishing  to  appeal  Part  B 
claims.   We  note  though  that  it  is  generally  in  the  best 
financial  interest  of  an  appellant  to  request  an  appeal  and 
receive  an  appeal  decision  expeditiously.   Also,  particularly  for 
beneficiary  appellants,  we  believe  that  uniform  appeals  filing 
deadlines  for  Part  A  and  B  claims  represents  another  positive 
aspect  of  this  change.   However,  to  alleviate  any  hardship 
associated  with  the  possible  need  to  gather  documentation  faster 
than  in  the  past  in  order  to  comply  with  the  new  statutory  filing 
deadlines,  we  are  instructing  CMS  contractors,  under  these 
limited  circumstances,  to  grant  requests  for  extensions  of  up  to 
60  days  in  the  filing  deadline  for  Part  B  claims  that  are  based 
on  an  explanation  from  the  patient,  provider,  or  supplier  that 
the  time  was  needed  to  gather  the  necessary  supporting  records. 

Revised  section  1869(b) (1) (E)  specifies  that  the  amount  in 
controversy  (AIC)  threshold  for  requesting  an  ALJ  hearing  is 
$100,  as  opposed  to  the  thresholds  of  $500  for  Part  B  appeals  and 
$200  for  appeals  of  QIO  determinations.   It  also  stipulates  the 
circumstances  under  which  appellants  may  aggregate  appeals  to 
meet  the  AIC  threshold.   We  believe  that  the  reduced  threshold  is 
an  unambiguous  change  that  fundamentally  affects  an  individual's 
right  to  appeal  a  denied  claim.   Therefore,  CMS  will  implement 
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the  new  amount  in  controversy  requirements  for  Part  B  ALJ 
hearings  and  ALJ  hearings  for  QIO  initial  determinations 
specified  in  section  521  of  BIPA  for  initial  determinations  made 
on  or  after  October  1,  2002.   Contractors  should  continue  to 
follow  the  existing  instructions  for  aggregation  of  claims  to 
meet  the  AIC  threshold-thus  the  rules  at  42  CFR  405.740  and 
405.817  governing  aggregation  continue  to  apply.   We  note  that 
the  new  statute  does  not  establish  an  amount  in  controversy 
threshold  for  QIC  reviews;  and  section  1842  (b)  (3) ,  which  was  not 
repealed  by  section  521,  sets  a  $100  AIC  threshold  for  fair 
hearings.   Thus,  we  believe  it  is  appropriate  to  continue  a  $100 
AIC  threshold  for  carrier  fair  hearings. 

Revised  section  1869(a)  (3)  deals  with  redeterminations. 
Redeterminations  under  BIPA  are  to  be  conducted  by  the  same  CMS 
contractors  that  made  the  initial  determinations.   BIPA  section 
521  did  not  repeal  either  section  1816(f) (2) (A)  or  section 
1842  (b)  (2)  (B)  (i) ,  which  currently  set  specific  time  frames  for  FI 
reconsiderations  and  carrier  reviews,  respectively.   The  general 
rules  and  limitations  established  under  sections  1869(a)  (3)  (A) 
and  (B)  basically  mirror  current  policy,  for  example,  a 
contractor's  review  of  the  initial  determination  must  precede  a 
higher  level  appeal  and  that  no  redetermination  may  be  made  by  an 
individual  involved  in  the  initial  determination.   Therefore,  for 
initial  determinations  made  on  or  after  October  1,  2002,  existing 
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CMS  contractors  will  continue  to  follow  the  provisions  in 
sections  1816(f)  and  1842(b)  of  the  Social  Security  Act  for  both 
Part  A  reconsiderations  and  Part  B  reviews. 

The  remaining  provisions  in  section  521  of  BIPA,  when 
evaluated  using  the  criteria  mentioned  above,  resulted  in 
negative  responses  to  all  or  most  of  the  questions  posed.   We 
will  discuss  each  of  these  below,  in  the  order  in  which  they 
appear  in  the  revised  section  1869  of  the  Act. 

Section  1869(a) (2) (A)  of  the  Act,  as  amended  by  BIPA, 
requires  certain  initial  determinations  to  be  concluded  and 
notice  provided  no  later  than  45  days  following  receipt  of  the 
claim  by  the  fiscal  intermediary  or  carrier.   Under  the  current 
process,  providers  are  given  45  days  to  produce  additional 
medical  documentation.   Thus,  the  imposition  of  a  45-day 
decision-making  time  frame  creates  substantial  financial  pressure 
on  the  existing  medical  review  structure.  Additionally,  since 
providers,  physicians,  and  other  suppliers  will  receive 
significantly  less  time  to  respond  to  document  requests,  we 
believe  that  these  entities  will  want  an  opportunity  to  comment 
on  how  these  decision-making  deadlines  are  to  be  implemented. 
Therefore,  we  will  address  this  issue  in  the  forthcoming  proposed 
rule . 

Section  1869(a) (3) (C) (ii)  of  the  Act,  as  amended  by  BIPA, 
requires  that  all  redeterminations  of  initial  determinations  made 


$ 


CMS-4050-NR  15 

on  or  after  October  1,  2002  be  issued  within  30  days.   This 
reduction  of  the  current  timeframes  established  by  sections 
1816(f) (2)  and  1842(b) (2)  of  the  Act,  creates  a  strain  on  the 
existing  appeals  structure  and  requires  significant  additional 
resources  to  implement.   Given  these  considerations,  we  are 
unable  to  implement  this  requirement  immediately.   Instead,  we 
will  continue  to  hold  contractors  to  the  existing  statutory 
standards  in  sections  1816(f)(2)  and  1842(b)(2)  of  the  Act,  that 
is,  90  percent  of  Part  A  reconsideration  decisions  within  90 
days,  and  95  percent  of  Part  B  review  decisions  within  45  days. 

Section  1869(b) (1)  of  the  Act  contains  a  series  of  new 
provisions  concerning  Medicare  claim  appeals,  including  the 
general  rule  under  paragraph  (b) (1) (A)  that  any  individual  who  is 
dissatisfied  with  a  redetermination  decision  can  request  a 
reconsideration  of  this  decision  by  a  QIC  before  proceeding  to  an 
ALJ  hearing.   As  discussed  in  detail  above,  we  do  not  believe  it 
is  feasible  or  consistent  with  other  policy  considerations  to 
immediately  implement  this  new  level  of  appeal;  thus  we  do  not 
intend  to  introduce  this  change  until  QICs  are  in  place  to  carry 
out  these  reconsiderations. 

Sections  1869(b)  (1)  (B)  and  (C)  address  provider  and  supplier 
representation  and  assignment  issues.    To  the  extent  that  these 
provisions  represent  departures  from  existing  requirements,  we  do 
not  view  them  as  self-explanatory  and  instead  believe  that  they 
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warrant  notice  and  comment  rulemaking  before  they  can  be 
implemented.   Thus,  we  do  not  intend  to  make  any  changes  in 
existing  regulatory  appeal  procedures  based  on  these  provisions 
effective  October  1,    2002.   The  existing  regulations  regarding 
representation  (at  20  CFR  Subpart  R,  and  42  CFR  405.870  and 
405.872)  will  continue  in  effect  until  full  BIPA  implementation. 

Section  1869(b)  (1)  (D)  addresses  the  time  limits  for  filing 
upper  level  appeals.   The  statute  charges  the  Secretary  with 
establishing  in  regulations  time  limits  for  filing  requests  for 
ALJ  hearings.   We  believe  that  the  public,  especially  the 
beneficiary  population,  will  want  an  opportunity  to  comment  on 
the  filing  deadlines  that  will  govern  their  ALJ  hearing  requests, 
and,  therefore,  we  will  address  this  issue  in  the  forthcoming 
proposed  rule. 

Section  1869(b)  (1)  (F)  establishes  a  new  requirement  for 
expedited  determinations  in  the  cases  of  individuals  who  are 
dissatisfied  with  provider  decisions  to  terminate  their  care. 
There  are  many  significant  issues  related  to  these  new 
provisions,  including  who  should  conduct  these  determinations,  to 
whom  should  these  provisions  apply,  and  related  financial 
liability  and  notice  requirements.   Although  Quality  Improvement 
Organizations  have  performed  a  comparable  function  for  hospital 
discharges  for  many  years,  the  new  expedited  determination 
process  is  much  broader  in  scope  and  will  require  substantial 


f 


f 


CMS-4050-NR  17 

additional  resources  and  new  contractual  obligations.   We  also 
believe  that  the  beneficiary  population  and  other  stakeholders 
will  be  interested  in  commenting  on  any  rules  governing  expedited 
determinations.   In  view  of  these  considerations,  we  are  unable 
to  implement  these  provisions  effective  October  1,  2002.   We  will 
discuss  these  complex  issues  in  detail  in  our  upcoming  proposed 
rule . 

As  the  statute  provides  under  section  1869(b) (1) (G) ,  we  also 
will  establish  through  rulemaking  guidelines  with  respect  to  the 
reopening  and  revision  of  initial  determinations  and  reconsidered 
determinations . 

Section  1869(c)  sets  forth  a  series  of  requirements  for 
conducting  QIC  reconsiderations.    Until  the  Secretary  enters 
into  contracts  with  these  new  entities,  we  are  unable  to 
implement  these  provisions.   As  noted  above,  we  believe  it  would 
be  impractical  to  begin  the  formal  procurement  process  until  we 
have  reasonable  assurances  that  we  can  allocate  adequate 
resources  to  commit  to  these  contractual  obligations.   To  the 
extent  that  we  are  unable  to  commit  to  future  contractual 
obligations,  we  believe  that  it  would  be  impractical  at  this  time 
to  begin  the  formal  contract  procurement  process,  and  thus  expect 
private-sector  entities  to  expend  resources  preparing  their 
proposals.  Thus,  carriers  will  continue  to  conduct  fair  hearings 
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in  accordance  with  section  1869  of  the  Act,  prior  to  its 
amendment  by  BIPA,  and  existing  regulations. 

Section  1869(d)  of  the  Act  sets  forth  the  remaining 
substantive  changes  to  the  Medicare  administrative  appeals 
procedures.   These  changes  all  involve  the  procedures  and 
deadlines  for  upper  level  appeals,  that  is,  hearings  before  SSA 
ALJs,  reviews  by  the  MAC  at  the  DAB,  and  judicial  review.   Like 
the  provisions  set  forth  under  new  section  1869(c),  we  believe 
that  these  new  requirements  are  clearly  premised  on,  and  build 
upon,  the  conduct  of  a  previous  reconsideration  by  the  new  QIC 
entities.   In  fact,  section  1869(d) (1)  which  contains  the 
deadlines  for  ALJ  hearings  specifically  states  that  the  deadlines 
apply  for  a  "hearing  on  a  decision  of  a  qualified  independent 
contractor."   Similarly,  section  1869(d) (2),  which  contains  the 
deadlines  on  DAB  proceedings,  puts  those  deadlines  in  the  context 
of  "decisions  on  a  hearing  described  in  paragraph  (l)"--that  is, 
reviews  of  ALJ  hearings  on  decisions  made  by  QICs. 

Without  QICs,  there  is  no  reasonable  expectation  that  the 
new  90-day  deadlines  for  ALJ  and  DAB  decisions  can  be  met.   With 
fully  operational  QICs,  on  the  other  hand,  working  in  concert 
with  other  systemic  improvements  envisioned  by  the  statute  (such 
as,  an  appeal-specific  data  base)  there  is  reason  to  believe  that 
the  volume  of  Medicare  claims  decisions  that  will  reach  these 
upper  levels  of  the  appeals  system  can  be  significantly  reduced-- 
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eventually  making  attainable  the  new  deadlines  established  under 
section  1869  (d)  . 

Much  like  section  1869(c) (3) (C) (ii)  of  the  Act,  section 
1869(d) (3)  contains  provisions  concerning  the  consequences  of  a 
failure  by  an  ALJ  or  the  DAB  to  meet  the  new  90-day  deadlines  for 
decision-making.   In  brief,  the  statute  gives  an  appellant  the 
option  of  escalating  a  case  to  the  next  level  of  appeal,  and  also 
to  Federal  district  court,  if  a  decision  is  not  issued  within  the 
prescribed  timeframe.   These  decision-making  deadlines  are 
premised  in  statute  on  the  sequential  introduction  of  QICs,  under 
section  1869(c) .  Without  QICs,  we  do  not  believe  that  these 
deadlines  can  be  met.   Thus,  as  a  practical  reality,  implementing 
these  escalation  provisions  has  the  potential  to  result  in  cases 
escalating  to  Federal  court  without  benefit  of  the  record 
developed  during  an  ALJ  hearing.   Under  a  worst  case  scenario, 
the  prospect  would  exist  of  Federal  courts  being  inundated  by 
more  than  10,000  cases  that  now  are  heard  annually  by  the  MAC,  or 
of  the  introduction  of  an  endless  loop  where  cases  are  remanded 
from  the  courts  to  the  MAC  to  the  ALJs  in  search  of  a  timely 
decision.   We  do  not  believe  that  these  prospects  are  consistent 
with  statutory  intent  or  responsible  government,  and  thus  we  do 
not  believe  that  these  escalation  provisions  can  be  implemented 
effective  October  1,  2002.   The  next  section  of  this  ruling 
discusses  how  contractors  will  be  expected  to  implement  all 
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aspects  of  this  ruling,  including  how  to  deal  with  escalation 

requests . 

IV.   RESPONSIBILITIES  OF  MEDICARE  CONTRACTORS  UNDER  THIS  RULING 

Until  QICs  are  established  and  final  regulations  to 
implement  section  521  of  BIPA  are  issued.  Medicare  contractors 
(that  is,  FIs,  carriers,  and  QIOs)  generally  should  continue  to 
follow  current  practices,  consistent  with  section  1869  of  the  Act 
prior  to  its  amendment  by  BIPA,  and  consistent  with  existing 
regulations,  in  making  initial  determinations  and  carrying  out 
Medicare  claim  appeals  and  reviews  of  hospital  discharges.   As 
explained  in  Section  III  of  this  Ruling,  the  only  substantive 
changes  to  these  provisions  involve  the  new  120-day  deadline  for 
filing  for  carrier  reviews  or  FI  reconsiderations  and  the 
reduction  of  the  AIC  threshold  to  $100  for  an  ALJ  hearing  for  the 
Part  B  claim  determinations  or  QIO  determination  appeals  process. 
Contractors  should  not  implement  other  provisions  contained  in 
section  521  of  BIPA  until  further  notice. 

If  an  FI  receives  a  request  for  a  QIC  reconsideration  of  a 
Part  A  claim  denial  that  has  been  upheld  on  the  FI's 
reconsideration,  the  contractor  should  treat  the  request  as  a 
request  for  a  hearing  before  an  ALJ  and  process  it  accordingly. 
After  following  the  appropriate  processing  requirements, 
contractors  should  retain  a  copy  of  the  request  onsite  and  mail  a 
copy  of  the  request  to:  BIPA  Lead,  CMS,  Mail  Stop  Sl-05-06,  7500 
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Security  Boulevard,  Baltimore,  MD  21244.   If  a  carrier  or  FI 
receives  a  request  for  a  QIC  reconsideration  of  a  Part  B  claim 
denial  that  has  been  upheld  on  review,  the  contractor  should 
treat  the  request  as  a  request  for  a  fair  hearing,  and  process  it 
accordingly.   After  following  the  appropriate  processing 
requirements,  contractors  should  retain  a  copy  of  the  request 
onsite  and  mail  a  copy  of  the  request  to:  BIPA  Lead,  CMS,  Mail 
Stop  Sl-05-06,  7500  Security  Boulevard,  Baltimore,  MD  21244. 

If  a  contractor  receives  a  request  to  escalate  an  appeal  to 
the  ALJ  hearing  level  (or  the  MAC  level)  because  the  contractor 
(or  the  ALJ)  has  not  issued  a  timely  decision  on  the  appeal,  the 
contractor  should  inform  the  appellant  of  the  delay  in 
implementation  of  the  BIPA  provisions,  referencing  this  Ruling, 
and  explain  that  the  appeal  will  be  processed  under  the  existing 
appeals  procedures.  The  contractor  should  note  that  the 
contractor  (or  the  ALJ)  will  notify  the  appellant  of  its  decision 
on  the  case  and  of  any  subsequent  right  the  appellant  may  have  to 
an  ALJ  hearing  (or  MAC  review)  on  the  decision.   If  the  appellant 
makes  such  an  appeal,  a  copy  of  the  contractor's  correspondence 
with  the  appellant  should  be  sent  to  the  ALJ  (or  the  MAC) , 
including  a  copy  of  the  appellant's  request  for  escalation. 

If  an  ALJ  or  the  MAC  requests  case  files  from  a  contractor 
in  order  to  process  a  request  to  escalate  an  appeal,  the 
contractor  should  notify  the  ALJ  or  the  MAC,  in  writing,  that  the 
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case  file  is  currently  being  used  to  process  a  request  for  appeal 
at  the  review,  reconsideration  or  fair  hearing  level,  as 
appropriate.   In  that  situation,  contractors  should  indicate  that 
the  case  file  will  be  transmitted  when  the  carrier,  FI  or  hearing 
officer  completes  its  review.   Contractors  should  retain  a  copy 
of  the  request  onsite  and  mail  a  copy  of  the  request  to:  BIPA 
Lead,  CMS,  Mail  Stop  Sl-05-06,  7500  Security  Boulevard, 
Baltimore,  MD  21244. 

Finally,  QIOs  should  continue  to  review  hospital  discharges 
in  accordance  with  §§1154 (a)  and  1154  (e)  of  the  Act,  with  respect 
to  time  frames  and  financial  liability. 
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Authority:   Section  1154,  1869,  and  1879  of  the  Social 
Security  Act  (42  U.S.C.  1395ff)  and  section  521  of  the  Medicare, 
Medicaid,  and  SCHIP  Benefits  Improvement  and  Protection  Act  of 
2000,  Pub.  L.  106-554. 

(Catalog  of  Federal  Domestic  Assistance  Program  No.  93.778, 
Medical  Assistance  Program;  No.  93.773  Medicare--Hospital 
Insurance  Program;  and  No.  93.774,  Medicare--Supplementary 
Medical  Insurance  Program) 


Dated: 


October  2,  2002 


Thomas  A.  Scully 
Administrator 
Centers  for  Medicare 
&  Medicaid  Services 
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CMS  Rulings 

Centers  for  Medicare  &  Medicaid  Services 
Department  of  Health  and  Human  Services 

Ruling  No.  01-01 

Date:  September  28,  2001 

Centers  for  Medicare  &  Medicaid  Services  (CMS)  Rulings  are  decisions  of  the 
Administrator  that  serve  as  precedent  final  opinions  and  orders  and 
statements  of  policy  and  interpretation.  They  provide  clarification  and 
interpretation  of  complex  or  ambiguous  provisions  of  the  law  or  regulations 
relating  to  Medicare,  Medicaid,  Utilization  and  Quality  Control  Peer  Review, 
private  health  insurance,  and  related  matters. 

CMS  Rulings  are  binding  on  all  CMS  components.  Medicare  contractors,  the 
Provider  Reimbursement  Review  Board,  the  Medicare  Geographic 
Classification  Review  Board,  and  Administrative  Law  Judges  (ALJs)  of  the 
Social  Security  Administration  (SSA)  who  hear  Medicare  appeals.  These 
Rulings  promote  consistency  in  interpretation  of  policy  and  adjudication  of 
disputes. 


This  Ruling  states  the  CMS  policy  regarding  the  appropriate  actions  upon 
receipt  of  a  complaint  seeking  review  of  a  national  or  local  coverage 
determination  under  section  522  of  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act  of  2000  (BIPA),  Public  Law  106-554. 

MEDICARE  PROGRAM 

The  National  and  Local  Coverage  Determination  Review  Process  for  an 
Individual  with  Standing  as  Defined  in  Section  522  of  the  Medicare,  Medicaid, 
and  SCHIP  Benefits  Improvement  and  Protections  Act  of  2000. 

SUMMARY:  Under  section  1869(f)(5)  of  the  Social  Security  Act  (the  Act),  as 
added  by  section  522  of  BIPA,  effective  October  1,  2001,  certain  individuals 
("aggrieved  parties")  may  file  a  complaint  to  initiate  a  review  of  a  national  or 
local  coverage  determination.  Complaints  filed  under  section  1869(f)  of  the 
Act  concerning  national  coverage  determinations  are  to  be  reviewed  by  the 
Departmental  Appeals  Board  (DAB)  of  the  Department  of  Health  and  Human 
Services;  complaints  filed  under  section  1869(f)  of  the  Act  concerning  local 
coverage  determinations  are  to  be  reviewed  by  ALJs  of  the  Social  Security 
Administration.  The  purpose  of  this  Ruling  is  to  establish  the  interim 
administrative  procedures  that  CMS  contractors,  AUs,  and  the  DAB  are  to 
follow  in  processing  such  complaints  until  final  regulations  are  published 
regarding  the  adjudication  of  the  complaints  and  the  effectuation  of  ALJ  and 
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DAB  decisions  with  respect  to  complaints. 

CITATIONS:  Section  1869  of  the  Social  Security  Act  (42  U.S.C.  1395ff),  and 
section  522  of  the  Medicare,  Medicaid,  and  SCHIP  Benefits  Improvement  and 
Protection  Act  of  2000,  Pub.  L.  106-554  (2000). 

BACKGROUND 

Section  522  of  BIPA  amends  section  1869  of  the  Act  to  create  a  new 
administrative  review  process  that  enables  certain  beneficiaries  to  challenge 
CMS  Medicare  policies,  commonly  referred  to  as  national  coverage 
determinations  (NCDs)  and  local  coverage  determinations  (LCDs).  These 
administrative  challenges  are  distinct  from  the  existing  appeal  rights  for  the 
adjudication  of  Medicare  claims. 

Prior  to  BIPA,  there  was  no  administrative  mechanism  for  any  party  to 
challenge  a  coverage  policy.  Section  1869(b)(3)  of  the  Act,  however,  provided 
a  remedy  for  judicial  review  of  NCDs  based  on  section  1862(a)(1)  of  the  Act, 
that  is,  determinations  as  to  whether  an  item  or  service  is  reasonable  and 
necessary.  Section  1869(f)  of  the  Act  requires  that  CMS  establish  an 
administrative  review  process  for  NCDs  and  LCDs.  Under  the  statute, 
beneficiaries  who  are  in  need  of  a  service  that  is  the  subject  of  a  coverage 
determination  may  challenge  an  NCD  in  an  administrative  proceeding  before 
the  Departmental  Appeals  Board  (DAB).  Similar  provisions  allow  aggrieved 
parties  to  challenge  LCDs  before  an  ALJ.  An  aggrieved  party  dissatisfied  with 
the  ALJ's  decision  may  seek  review  by  the  DAB.  In  this  type  of  appeal,  the 
DAB  acts  as  an  appellate  body.  The  decision  of  the  DAB  relating  to  an  LCD 
challenge  or  an  NCD  challenge  becomes  a  final  agency  action  and  is  subject  to 
judicial  review. 

The  effective  date  for  these  provisions  is  October  1,  2001.  Section  521  of  BIPA 
sets  forth  additional  changes  to  our  existing  claim  appeals  process  that  are  to 
take  effect  on  October  1,  2002. 

DELAY  OF  REVIEWS  UNDER  SECTION  1869(f) 

Section  522(d)  of  BIPA  establishes  an  effective  date  of  October  1,  2001  for 
new  section  1869(f)  of  the  Act.  Although  the  statute  thus  permits  aggrieved 
parties  to  file  complaints  with  respect  to  NCDs  and  LCDs  beginning  October  1, 
2001,  we  believe  it  is  clearly  in  the  public  interest  to  complete  notice  and 
comment  rulemaking  to  develop  the  rules  and  procedures  for  adjudicating 
these  policy  challenges.  Notice  and  comment  rulemaking  will  ensure  that  the 
public  has  an  opportunity  to  fully  participate  in  the  development  of  these 
rules.  It  also  will  ensure  that  the  DAB  and  the  AUs  have  a  uniform 
adjudicative  process  for  resolving  these  issues  in  a  fair  and  efficient  manner. 

It  is  essential  that  these  complaints  be  handled  in  a  uniform  manner  for 
several  reasons.  First,  the  coverage  determinations  to  be  reviewed  under  the 
provisions  of  section  1869(f)  of  the  Act  apply  to  a  broader  group  of 
beneficiaries  than  just  the  individual  beneficiary  who  has  raised  the  complaint. 
NCDs  apply  to  all  claims  nationwide  for  the  particular  item  or  service  in 
question  and  are  binding  on  both  the  Medicare  contractors  and  the  AUs  who 
hear  individual  claims  appeals.  LCDs  apply  to  beneficiaries  within  the 
jurisdiction  specified  by  the  contractor  and  are  binding  on  the  contractors 
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making  claims  determinations.  Due  to  the  broad  impact  of  these  policies, 
review  of  these  policies  must  be  done  in  a  consistent,  predictable  manner.  It 
is  important  to  establish  final  regulatory  guidance  on  these  provisions  with  the 
benefit  of  public  notice  and  comment  before  the  provisions  are  fully 
implemented.  For  example,  regulatory  guidance  is  necessary  to  ensure  that 
the  provisions  identifying  those  beneficiaries  with  standing  to  file  a  complaint 
about  an  NCD  or  LCD  are  interpreted  consistently  and  that  consistent 
remedies  be  available  to  beneficiaries  whose  challenge  to  a  coverage 
determination  is  successful. 

In  addition,  the  coverage  determination  reviews  are  a  new  responsibility  for 
the  AUs  and  the  DAB.  We  believe  that  establishing  a  consistent  system  for 
handling  these  reviews  from  the  beginning  will  enable  these  entities  to 
process  this  additional  workload  as  efficiently  as  possible. 

Therefore,  to  ensure  consistent  handling  of  NCD  and  LCD  review  requests  and 
to  ensure  that  all  aggrieved  parties  are  afforded  equal  rights  and  protections, 
CMS  is  delaying  full  implementation  of  section  1869(f)  of  the  Act  until  final 
regulations  are  issued.  This  delay  will  avoid  inefficient  and  ad  hoc  proceedings 
that  could  occur  if  each  contractor,  AU,  and  the  DAB  establish  separate 
procedures. 

RESTRICTIONS  ON  MEDICARE  CONTRACTORS  IN  ABSENCE 
OF  A  REGULATION 

Until  a  final  regulation  is  issued  that  fully  implements  section  1869(f)  of  the 
Act,  carriers,  fiscal  intermediaries,  and  program  safeguard  contractors  (PSCs) 
must  not  provide  or  furnish  any  materials,  information,  background,  or  any 
other  pertinent  information  regarding  the  development  or  implementation  of 
an  NCD  or  LCD  to  either  the  DAB  or  an  ALJ.  Instead,  any  request  for  NCD  or 
LCD  documentation  from  the  DAB  or  an  AU  should  be  referred  immediately  to 
the  appropriate  contact  in  the  CMS  central  office  (see  below).  Furthermore,  if 
an  administrative  decision  requiring  the  carrier,  fiscal  intermediary,  or  PSC  to 
take  any  action  with  respect  to  a  specific  NCD  or  LCD  is  issued,  the  contractor 
must  refer  this  request  to  CMS  central  office  before  taking  any  action. 

MEDICARE  CONTRACTOR  ADMINISTRATIVE  PROCESS  FOR 
ANY  REVIEWS  OF  NATIONAL  OR  LOCAL  COVERAGE 
DETERMINATIONS 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  a  carrier,  fiscal 
intermediary  or  PSC  requesting  a  review  of  a  national  or  local  coverage 
determination  under  section  1869(f)  of  the  Act,  the  carrier,  fiscal 
intermediary,  or  PSC  must  within  10  business  days,  forward  a  complaint 
concerning  an  LCD  to  SSA's  Office  of  Hearings  and  Appeals  and  a  complaint 
concerning  an  NCD  to  the  DAB  at  the  addresses  below.  After  forwarding  the 
complaint  to  the  Office  of  Hearings  and  Appeals  or  DAB,  the  contractor  must 
notify  the  appropriate  contact  in  the  CMS  central  office  and  provide  them  a 
copy  of  the  complaint. 


LCD  Referral  NCD  Referral 

Office  of  Hearings  and  Appeals      Departmental  Appeals  Board 
Social  Security  Administration       U.S.  Dept.  of  Health  and  Human 
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One  Skyline  Tower 

Suite  1702 

Attention:  LCD  Complaint 

5107  Leesburg  Pike 

Falls  Church,  Virginia  22041 


Services 

Room  637D,  Humphrey  Building 

Attention:  NCD  Complaint 

200  Independence  Avenue, 

S.W. 

Washington,  D.C.  20201 


ADMINISTRATIVE  REVIEW  PROCESS  WITH  RESPECT  TO 

NCDs  or  LCDs 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  or  forwarded  to 
the  DAB  or  an  AU,  the  DAB  or  AU  will: 


Within  10  business  days,  send  a  written  response  to  the  requestor 
informing  them  that  the  review  process  for  the  complaint  is  being 
delayed  under  this  Ruling,  and  that  the  Department  of  Health  and 
Human  Services  intends  to  publish  regulations  establishing  uniform 
procedures. 

Docket  any  such  requests. 

Inform  the  CMS  of  any  requests  received.  (This  should  be  accomplished 
by  sending  a  copy  of  the  complaint  to  the  appropriate  notification 
contact.) 


LCD  Notification  Contact 

Melanie  Combs 

7500  Security  Blvd 

C3-02-16 

Baltimore,  MD  21244-1850 

Attention:  LCD  Challenge  Staff 

Telephone  Number:  (410)  786- 

7683 


NCD  Notification  Contact 

Vadim  Lubarsky 

7500  Security  Blvd 

Cl-10-23 

Baltimore,  MD  21244-1850 

Attention:  NCD  Challenge  Staff 

Telephone  Number:  (410)  786- 

0840 


4.  Take  no  further  action  until  final  regulations  are  effective. 

5.  Once  the  regulation  is  effective,  inform  the  requestor  that  processing  of 
complaints  under  the  new  review  procedures  will  continue. 

EFFECTIVE  DATE 

This  Ruling  is  effective  September  30,  2001. 

Thomas  A.  Scully 

Administrator, 

Centers  for  Medicare  &  Medicaid  Services 
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CMS  Rulings 

Centers  for  Medicare  &  Medicaid  Services 
Department  of  Healtli  and  Human  Services 

Ruling  No.  01-01 

Date:  September  28,  2001 

Centers  for  Medicare  &  Medicaid  Services  (CMS)  Rulings  are  decisions  of  the 
Administrator  that  serve  as  precedent  final  opinions  and  orders  and 
statements  of  policy  and  interpretation.  They  provide  clarification  and 
interpretation  of  complex  or  ambiguous  provisions  of  the  law  or  regulations 
relating  to  Medicare,  Medicaid,  Utilization  and  Quality  Control  Peer  Review, 
private  health  insurance,  and  related  matters. 

CMS  Rulings  are  binding  on  all  CMS  components.  Medicare  contractors,  the 
Provider  Reimbursement  Review  Board,  the  Medicare  Geographic 
Classification  Review  Board,  and  Administrative  Law  Judges  (ALJs)  of  the 
Social  Security  Administration  (SSA)  who  hear  Medicare  appeals.  These 
Rulings  promote  consistency  in  interpretation  of  policy  and  adjudication  of 
disputes. 


This  Ruling  states  the  CMS  policy  regarding  the  appropriate  actions  upon 
receipt  of  a  complaint  seeking  review  of  a  national  or  local  coverage 
determination  under  section  522  of  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act  of  2000  (BIPA),  Public  Law  106-554. 

MEDICARE  PROGRAM 

The  National  and  Local  Coverage  Determination  Review  Process  for  an 
Individual  with  Standing  as  Defined  in  Section  522  of  the  Medicare,  Medicaid, 
and  SCHIP  Benefits  Improvement  and  Protections  Act  of  2000. 

SUMMARY:  Under  section  1869(f)(5)  of  the  Social  Security  Act  (the  Act),  as 
added  by  section  522  of  BIPA,  effective  October  1,  2001,  certain  individuals 
("aggrieved  parties")  may  file  a  complaint  to  initiate  a  review  of  a  national  or 
local  coverage  determination.  Complaints  filed  under  section  1869(f)  of  the 
Act  concerning  national  coverage  determinations  are  to  be  reviewed  by  the 
Departmental  Appeals  Board  (DAB)  of  the  Department  of  Health  and  Human 
Services;  complaints  filed  under  section  1869(f)  of  the  Act  concerning  local 
coverage  determinations  are  to  be  reviewed  by  ALJs  of  the  Social  Security 
Administration.  The  purpose  of  this  Ruling  is  to  establish  the  interim 
administrative  procedures  that  CMS  contractors,  ALJs,  and  the  DAB  are  to 
follow  in  processing  such  complaints  until  final  regulations  are  published 
regarding  the  adjudication  of  the  complaints  and  the  effectuation  of  AU  and 
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DAB  decisions  witli  respect  to  complaints. 

CITATIONS:  Section  1869  of  the  Social  Security  Act  (42  U.S.C.  1395ff),  and 
section  522  of  the  Medicare,  Medicaid,  and  SCHIP  Benefits  Improvement  and 
Protection  Act  of  2000,  Pub.  L.  106-554  (2000). 

BACKGROUND 

Section  522  of  BIPA  amends  section  1869  of  the  Act  to  create  a  new 
administrative  review  process  that  enables  certain  beneficiaries  to  challenge 
CMS  Medicare  policies,  commonly  referred  to  as  national  coverage 
determinations  (NCDs)  and  local  coverage  determinations  (LCDs).  These 
administrative  challenges  are  distinct  from  the  existing  appeal  rights  for  the 
adjudication  of  Medicare  claims. 

Prior  to  BIPA,  there  was  no  administrative  mechanism  for  any  party  to 
challenge  a  coverage  policy.  Section  1869(b)(3)  of  the  Act,  however,  provided 
a  remedy  for  judicial  review  of  NCDs  based  on  section  1862(a)(1)  of  the  Act, 
that  is,  determinations  as  to  whether  an  item  or  service  is  reasonable  and 
necessary.  Section  1869(f)  of  the  Act  requires  that  CMS  establish  an 
administrative  review  process  for  NCDs  and  LCDs.  Under  the  statute, 
beneficiaries  who  are  in  need  of  a  service  that  is  the  subject  of  a  coverage 
determination  may  challenge  an  NCD  in  an  administrative  proceeding  before 
the  Departmental  Appeals  Board  (DAB).  Similar  provisions  allow  aggrieved 
parties  to  challenge  LCDs  before  an  AD.  An  aggrieved  party  dissatisfied  with 
the  AU's  decision  may  seek  review  by  the  DAB.  In  this  type  of  appeal,  the 
DAB  acts  as  an  appellate  body.  The  decision  of  the  DAB  relating  to  an  LCD 
challenge  or  an  NCD  challenge  becomes  a  final  agency  action  and  is  subject  to 
judicial  review. 

The  effective  date  for  these  provisions  is  October  1,  2001.  Section  521  of  BIPA 
sets  forth  additional  changes  to  our  existing  claim  appeals  process  that  are  to 
take  effect  on  October  1,  2002. 

DELAY  OF  REVIEWS  UNDER  SECTION  1869(f) 

Section  522(d)  of  BIPA  establishes  an  effective  date  of  October  1,  2001  for 
new  section  1869(f)  of  the  Act.  Although  the  statute  thus  permits  aggrieved 
parties  to  file  complaints  with  respect  to  NCDs  and  LCDs  beginning  October  1, 
2001,  we  believe  it  is  clearly  in  the  public  interest  to  complete  notice  and 
comment  rulemaking  to  develop  the  rules  and  procedures  for  adjudicating 
these  policy  challenges.  Notice  and  comment  rulemaking  will  ensure  that  the 
public  has  an  opportunity  to  fully  participate  in  the  development  of  these 
rules.  It  also  will  ensure  that  the  DAB  and  the  AUs  have  a  uniform 
adjudicative  process  for  resolving  these  issues  in  a  fair  and  efficient  manner. 

It  is  essential  that  these  complaints  be  handled  in  a  uniform  manner  for 
several  reasons.  First,  the  coverage  determinations  to  be  reviewed  under  the 
provisions  of  section  1869(f)  of  the  Act  apply  to  a  broader  group  of 
beneficiaries  than  just  the  individual  beneficiary  who  has  raised  the  complaint. 
NCDs  apply  to  all  claims  nationwide  for  the  particular  item  or  service  in 
question  and  are  binding  on  both  the  Medicare  contractors  and  the  AUs  who 
hear  individual  claims  appeals.  LCDs  apply  to  beneficiaries  within  the 
jurisdiction  specified  by  the  contractor  and  are  binding  on  the  contractors 
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making  claims  determinations.  Due  to  tiie  broad  impact  of  these  policies, 
review  of  these  policies  must  be  done  in  a  consistent,  predictable  manner.  It 
is  important  to  establish  final  regulatory  guidance  on  these  provisions  with  the 
benefit  of  public  notice  and  comment  before  the  provisions  are  fully 
implemented.  For  example,  regulatory  guidance  is  necessary  to  ensure  that 
the  provisions  identifying  those  beneficiaries  with  standing  to  file  a  complaint 
about  an  NCD  or  LCD  are  interpreted  consistently  and  that  consistent 
remedies  be  available  to  beneficiaries  whose  challenge  to  a  coverage 
determination  is  successful. 

In  addition,  the  coverage  determination  reviews  are  a  new  responsibility  for 
the  AUs  and  the  DAB.  We  believe  that  establishing  a  consistent  system  for 
handling  these  reviews  from  the  beginning  will  enable  these  entities  to 
process  this  additional  workload  as  efficiently  as  possible. 

Therefore,  to  ensure  consistent  handling  of  NCD  and  LCD  review  requests  and 
to  ensure  that  all  aggrieved  parties  are  afforded  equal  rights  and  protections, 
CMS  is  delaying  full  implementation  of  section  1869(f)  of  the  Act  until  final 
regulations  are  issued.  This  delay  will  avoid  inefficient  and  ad  hoc  proceedings 
that  could  occur  if  each  contractor,  AD,  and  the  DAB  establish  separate 
procedures. 

RESTRICTIONS  ON  MEDICARE  CONTRACTORS  IN  ABSENCE 
OF  A  REGULATION 

Until  a  final  regulation  is  issued  that  fully  implements  section  1869(f)  of  the 
Act,  carriers,  fiscal  intermediaries,  and  program  safeguard  contractors  (PSCs) 
must  not  provide  or  furnish  any  materials,  information,  background,  or  any 
other  pertinent  information  regarding  the  development  or  implementation  of 
an  NCD  or  LCD  to  either  the  DAB  or  an  ALJ.  Instead,  any  request  for  NCD  or 
LCD  documentation  from  the  DAB  or  an  AU  should  be  referred  immediately  to 
the  appropriate  contact  in  the  CMS  central  office  (see  below).  Furthermore,  if 
an  administrative  decision  requiring  the  carrier,  fiscal  intermediary,  or  PSC  to 
take  any  action  with  respect  to  a  specific  NCD  or  LCD  is  issued,  the  contractor 
must  refer  this  request  to  CMS  central  office  before  taking  any  action. 

MEDICARE  CONTRACTOR  ADMINISTRATIVE  PROCESS  FOR 
ANY  REVIEWS  OF  NATIONAL  OR  LOCAL  COVERAGE 
DETERMINATIONS 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  a  carrier,  fiscal 
intermediary  or  PSC  requesting  a  review  of  a  national  or  local  coverage 
determination  under  section  1869(f)  of  the  Act,  the  carrier,  fiscal 
intermediary,  or  PSC  must  within  10  business  days,  forward  a  complaint 
concerning  an  LCD  to  SSA's  Office  of  Hearings  and  Appeals  and  a  complaint 
concerning  an  NCD  to  the  DAB  at  the  addresses  below.  After  forwarding  the 
complaint  to  the  Office  of  Hearings  and  Appeals  or  DAB,  the  contractor  must 
notify  the  appropriate  contact  in  the  CMS  central  office  and  provide  them  a 
copy  of  the  complaint. 


LCD  Referral  NCD  Referral 

Office  of  Hearings  and  Appeals      Departmental  Appeals  Board 
Social  Security  Administration       U.S.  Dept.  of  Health  and  Human 
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One  Skyline  Tower 

Suite  1702 

Attention:  LCD  Complaint 

5107  Leesburg  Pike 

Falls  Church,  Virginia  22041 


Services 

Room  637D,  Humphrey  Building 

Attention:  NCD  Complaint 

200  Independence  Avenue, 

S.W. 

Washington,  D.C.  20201 


ADMINISTRATIVE  REVIEW  PROCESS  WITH  RESPECT  TO 

NCDs  or  LCDs 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  or  forwarded  to 
the  DAB  or  an  ALJ,  the  DAB  or  AU  will: 


Within  10  business  days,  send  a  written  response  to  the  requestor 
informing  them  that  the  review  process  for  the  complaint  Is  being 
delayed  under  this  Ruling,  and  that  the  Department  of  Health  and 
Human  Services  intends  to  publish  regulations  establishing  uniform 
procedures. 

Docket  any  such  requests. 

Inform  the  CMS  of  any  requests  received.  (This  should  be  accomplished 
by  sending  a  copy  of  the  complaint  to  the  appropriate  notification 
contact.) 


LCD  Notification  Contact 

Melanie  Combs 

7500  Security  Blvd 

C3-02-16 

Baltimore,  MD  21244-1850 

Attention:  LCD  Challenge  Staff 

Telephone  Number:  (410)  786- 

7683 


NCD  Notification  Contact 

Vadim  Lubarsky 

7500  Security  Blvd 

Cl-10-23 

Baltimore,  MD  21244-1850 

Attention:  NCD  Challenge  Staff 

Telephone  Number:  (410)  786- 

0840 


4.  Take  no  further  action  until  final  regulations  are  effective. 

5.  Once  the  regulation  is  effective,  inform  the  requestor  that  processing  of 
complaints  under  the  new  review  procedures  will  continue. 

EFFECTIVE  DATE 

This  Ruling  is  effective  September  30,  2001. 

Thomas  A.  Scully 

Administrator, 

Centers  for  Medicare  &  Medicaid  Services 
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CMS  Rulings 

Centers  for  Medicare  &  Medicaid  Services 

Department  of  Health  and  Human  Services 

Ruling  No.  01-01 

Date:  September  28,  2001 

Centers  for  Medicare  &  Medicaid  Services  (CMS)  Rulings  are  decisions  of  the 
Administrator  that  serve  as  precedent  final  opinions  and  orders  and  statements  of 
policy  and  interpretation.  They  provide  clarification  and  interpretation  of  complex  or 
ambiguous  provisions  of  the  law  or  regulations  relating  to  Medicare,  Medicaid, 
Utilization  and  Quality  Control  Peer  Review,  private  health  insurance,  and  related 
matters. 

CMS  Rulings  are  binding  on  all  CMS  components,  Medicare  contractors,  the  Provider 
Reimbursement  Review  Board,  the  Medicare  Geographic  Classification  Review  Board, 
and  Administrative  Law  Judges  (AUs)  of  the  Social  Security  Administration  (SSA) 
who  hear  Medicare  appeals.  These  Rulings  promote  consistency  in  interpretation  of 
policy  and  adjudication  of  disputes. 


This  Ruling  states  the  CMS  policy  regarding  the  appropriate  actions  upon  receipt  of  a 
complaint  seeking  review  of  a  national  or  local  coverage  determination  under  section 
522  of  the  Medicare,  Medicaid,  and  SCHIP  Benefits  Improvement  and  Protection  Act 
of  2000  (BIPA),  Public  Law  106-554. 

MEDICARE  PROGRAM 

The  National  and  Local  Coverage  Determination  Review  Process  for  an  Individual 
with  Standing  as  Defined  In  Section  522  of  the  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protections  Act  of  2000. 

SUMMARY:  Under  section  1869(f)(5)  of  the  Social  Security  Act  (the  Act),  as  added 
by  section  522  of  BIPA,  effective  October  1,  2001,  certain  individuals  ("aggrieved 
parties")  may  file  a  complaint  to  initiate  a  review  of  a  national  or  local  coverage 
determination.  Complaints  filed  under  section  1869(f)  of  the  Act  concerning  national 
coverage  determinations  are  to  be  reviewed  by  the  Departmental  Appeals  Board 
(DAB)  of  the  Department  of  Health  and  Human  Services;  complaints  filed  under 
section  1869(f)  of  the  Act  concerning  local  coverage  determinations  are  to  be 
reviewed  by  AUs  of  the  Social  Security  Administration.  The  purpose  of  this  Ruling  is 
to  establish  the  interim  administrative  procedures  that  CMS  contractors,  AUs,  and 
the  DAB  are  to  follow  in  processing  such  complaints  until  final  regulations  are 
published  regarding  the  adjudication  of  the  complaints  and  the  effectuation  of  AU 
and  DAB  decisions  with  respect  to  complaints. 

CITATIONS:  Section  1869  of  the  Social  Security  Act  (42  U.S.C.  1395ff),  and  section 
522  of  the  Medicare,  Medicaid,  and  SCHIP  Benefits  Improvement  and  Protection  Act 
of  2000,  Pub.  L.  106-554  (2000). 


BACKGROUND 

Section  522  of  BIPA  amends  section  1869  of  the  Act  to  create  a  new  administrative 
review  process  tiiat  enables  certain  beneficiaries  to  challenge  CMS  Medicare  policies, 
commonly  referred  to  as  national  coverage  determinations  (NCDs)  and  local 
coverage  determinations  (LCDs).  These  administrative  challenges  are  distinct  from 
the  existing  appeal  rights  for  the  adjudication  of  Medicare  claims. 

Prior  to  BIPA,  there  was  no  administrative  mechanism  for  any  party  to  challenge  a 
coverage  policy.  Section  1869(b)(3)  of  the  Act,  however,  provided  a  remedy  for 
judicial  review  of  NCDs  based  on  section  1862(a)(1)  of  the  Act,  that  is, 
determinations  as  to  whether  an  item  or  service  is  reasonable  and  necessary. 
Section  1869(f)  of  the  Act  requires  that  CMS  establish  an  administrative  review 
process  for  NCDs  and  LCDs.  Under  the  statute,  beneficiaries  who  are  in  need  of  a 
service  that  is  the  subject  of  a  coverage  determination  may  challenge  an  NCD  in  an 
administrative  proceeding  before  the  Departmental  Appeals  Board  (DAB).  Similar 
provisions  allow  aggrieved  parties  to  challenge  LCDs  before  an  AU.  An  aggrieved 
party  dissatisfied  with  the  AU's  decision  may  seek  review  by  the  DAB.  In  this  type  of 
appeal,  the  DAB  acts  as  an  appellate  body.  The  decision  of  the  DAB  relating  to  an 
LCD  challenge  or  an  NCD  challenge  becomes  a  final  agency  action  and  is  subject  to 
judicial  review. 

The  effective  date  for  these  provisions  is  October  1,  2001.  Section  521  of  BIPA  sets 
forth  additional  changes  to  our  existing  claim  appeals  process  that  are  to  take  effect 
on  October  1,  2002. 

DELAY  OF  REVIEWS  UNDER  SECTION  1869(f) 

Section  522(d)  of  BIPA  establishes  an  effective  date  of  October  1,  2001  for  new 
section  1869(f)  of  the  Act.  Although  the  statute  thus  permits  aggrieved  parties  to  file 
complaints  with  respect  to  NCDs  and  LCDs  beginning  October  1,  2001,  we  believe  it 
is  clearly  in  the  public  interest  to  complete  notice  and  comment  rulemaking  to 
develop  the  rules  and  procedures  for  adjudicating  these  policy  challenges.  Notice  and 
comment  rulemaking  will  ensure  that  the  public  has  an  opportunity  to  fully 
participate  in  the  development  of  these  rules.  It  also  will  ensure  that  the  DAB  and 
the  AUs  have  a  uniform  adjudicative  process  for  resolving  these  issues  in  a  fair  and 
efficient  manner. 

It  is  essential  that  these  complaints  be  handled  in  a  uniform  manner  for  several 
reasons.  First,  the  coverage  determinations  to  be  reviewed  under  the  provisions  of 
section  1869(f)  of  the  Act  apply  to  a  broader  group  of  beneficiaries  than  just  the 
individual  beneficiary  who  has  raised  the  complaint.  NCDs  apply  to  all  claims 
nationwide  for  the  particular  item  or  service  in  question  and  are  binding  on  both  the 
Medicare  contractors  and  the  ALJs  who  hear  individual  claims  appeals.  LCDs  apply  to 
beneficiaries  within  the  jurisdiction  specified  by  the  contractor  and  are  binding  on  the 
contractors  making  claims  determinations.  Due  to  the  broad  impact  of  these  policies, 
review  of  these  policies  must  be  done  in  a  consistent,  predictable  manner.  It  is 
important  to  establish  final  regulatory  guidance  on  these  provisions  with  the  benefit 
of  public  notice  and  comment  before  the  provisions  are  fully  implemented.  For 
example,  regulatory  guidance  is  necessary  to  ensure  that  the  provisions  identifying 
those  beneficiaries  with  standing  to  file  a  complaint  about  an  NCD  or  LCD  are 


interpreted  consistently  and  tliat  consistent  remedies  be  available  to  beneficiaries 
whose  challenge  to  a  coverage  determination  is  successful. 

In  addition,  the  coverage  determination  reviews  are  a  new  responsibility  for  the  AUs 
and  the  DAB.  We  believe  thit  establishing  a  consistent  system  for  handling  these 
reviews  from  the  beginning  will  enable  these  entities  to  process  this  additional 
workload  as  efficiently  as  possible. 

Therefore,  to  ensure  consistent  handling  of  NCD  and  LCD  review  requests  and  to 
ensure  that  all  aggrieved  parties  are  afforded  equal  rights  and  protections,  CMS  is 
delaying  full  implementation  of  section  1869(f)  of  the  Act  until  final  regulations  are 
issued.  This  delay  will  avoid  inefficient  and  ad  hoc  proceedings  that  could  occur  if 
each  contractor,  AU,  and  the  DAB  establish  separate  procedures. 

RESTRICTIONS  ON  MEDICARE  CONTRACTORS  IN  ABSENCE  OF  A 
REGULATION 

Until  a  final  regulation  is  issued  that  fully  implements  section  1869(f)  of  the  Act, 
carriers,  fiscal  intermediaries,  and  program  safeguard  contractors  (PSCs)  must  not 
provide  or  furnish  any  materials,  information,  background,  or  any  other  pertinent 
information  regarding  the  development  or  implementation  of  an  NCD  or  LCD  to 
either  the  DAB  or  an  AU.  Instead,  any  request  for  NCD  or  LCD  documentation  from 
the  DAB  or  an  AU  should  be  referred  immediately  to  the  appropriate  contact  in  the 
CMS  central  office  (see  below).  Furthermore,  if  an  administrative  decision  requiring 
the  carrier,  fiscal  intermediary,  or  PSC  to  take  any  action  with  respect  to  a  specific 
NCD  or  LCD  is  issued,  the  contractor  must  refer  this  request  to  CMS  central  office 
before  taking  any  action. 

MEDICARE  CONTRACTOR  ADMINISTRATIVE  PROCESS  FOR  ANY 
REVIEWS  OF  NATIONAL  OR  LOCAL  COVERAGE 
DETERMINATIONS 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  a  carrier,  fiscal 
intermediary  or  PSC  requesting  a  review  of  a  national  or  local  coverage 
determination  under  section  1869(f)  of  the  Act,  the  carrier,  fiscal  intermediary,  or 
PSC  must  within  10  business  days,  forward  a  complaint  concerning  an  LCD  to  SSA's 
Office  of  Hearings  and  Appeals  and  a  complaint  concerning  an  NCD  to  the  DAB  at  the 
addresses  below.  After  forwarding  the  complaint  to  the  Office  of  Hearings  and 
Appeals  or  DAB,  the  contractor  must  notify  the  appropriate  contact  in  the  CMS 
central  office  and  provide  them  a  copy  of  the  complaint. 


LCD  Referral  NCD  Referral 

Office  of  Hearings  and  Appeals  Departmental  Appeals  Board 

Social  Security  Administration  U.S.  Dept.  of  Health  and  Human 

One  Skyline  Tower  Services 

Suite  1702  Room  637D,  Humphrey  Building 

Attention:  LCD  Complaint  Attention:  NCD  Complaint 

5107  Leesburg  Pike  200  Independence  Avenue,  S.W. 

Falls  Church,  Virginia  22041  Washington,  D.C.  20201 


ADMINISTRATIVE  REVIEW  PROCESS  WITH  RESPECT  TO  NCDs 
or  LCDs 

If  a  complaint  under  section  1869(f)  of  the  Act  is  filed  with  or  forwarded  to  the  DAB 
or  an  AU,  the  DAB  or  AD  will: 

1.  Within  10  business  days,  send  a  written  response  to  the  requestor  informing 
them  that  the  review  process  for  the  complaint  is  being  delayed  under  this 
Ruling,  and  that  the  Department  of  Health  and  Human  Services  intends  to 
publish  regulations  establishing  uniform  procedures. 

2.  Docket  any  such  requests. 

3.  Inform  the  CMS  of  any  requests  received.  (This  should  be  accomplished  by 
sending  a  copy  of  the  complaint  to  the  appropriate  notification  contact.) 

LCD  Notification  Contact  NCD  Notification  Contact 

Melanie  Combs  Vadim  Lubarsky 

7500  Security  Blvd  7500  Security  Blvd 

C3-02-16  Cl-10-23 

Baltimore,  MD  21244-1850  Baltimore,  MD  21244-1850 

Attention:  LCD  Challenge  Staff  Attention:  NCD  Challenge  Staff 

Telephone  Number:  (410)  786-  Telephone  Number:  (410)  786- 

7683  0840 

4.  Take  no  further  action  unti'  final  regulations  are  effective. 

5.  Once  the  regulation  is  effective,  inform  the  requestor  that  processing  of 
complaints  under  the  new  review  procedures  will  continue. 

EFFECTIVE  DATE 

This  Ruling  is  effective  September  30,  2001. 

Thomas  A.  Scully 

Administrator, 

Centers  for  Medicare  &  Medicaid  Services 
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